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IMPRESSION TAKING PROCEDURE

Two-step impression technique (double step impression)

VaS
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PREPARING THE DEVICES: STEP-BY-STEP INSTRUCTIONS
200/900 ml/10 kg jars (Zetaplus) - 900 ml jar (Zetaplus Soft) - 60 ml tube (Indurent Gel)

4.1 4.2



EN — Zetaplus System
Instructions for use

1. INTENDED USE
Bases: (-silicone dental impression material.
Catalyst: Catalyst for C-silicone dental impression material.
2. PRODUCT DESCRIPTION
Zetaplus: A high viscosity condensation polysiloxane (base) recommended for taking double step impressions in conjunction with Oranwash L.
Zetaplus Soft: A high viscosity condensation polysiloxane (base) recommended for taking double step impressions in combination with Oranwash VL.
Oranwash L: A low-viscosity condensation polysiloxane (base) recommended for taking double step impressions in combination with Zetaplus.
Oranwash VL: A low-viscosity condensation polysiloxane (base) recommended for taking double step impressions in combination with Zetaplus Soft.
Indurent Gel: catalyst for condensation polysiloxanes. Used only for curing the bases: Zetaplus, Zetaplus Soft, Oranwash L and Oranwash VL. Indurent Gel can
be supplied separately from the bases with which it is intended for mixing.
3. PACKAGING
200 ml jar of base (Zetaplus)
900 ml jar of base (Zetaplus, Zetaplus Soft)
10 kg jar of base (Zetaplus)
40 ml tube of base (Oranwash L)
140 ml tube of base (Oranwash L, Oranwash VL)
60 ml tube of catalyst (Indurent Gel)
4, COMPOSITION
Zetaplus/Zetaplus Soft: polysiloxanes, silica fillers, inorganic aluminium fillers, hydrocarbons, additives, pigments, mint flavour.
Oranwash L/Oranwash VL: polysiloxanes, silica fillers, additives, surfactants, pigments, flavours (Oranwash L - orange, Oranwash VL- mint).
Indurent Gel: tinorganic compound, alkoxysilanes, hydrocarbons, polysiloxanes, pigments, mint flavour.
5. INDICATIONS FOR USE
The devices are intended to be used in the dental field by professionals working in the dental sector trained and qualified to perform impression taking on
dental patients.
6. CONTRAINDICATIONS
Do not use on patients with known hypersensitivity to any of the components. For more information, please contact Zhermack.
7. SIDE EFFECTS
Irritation, redness or signs of hypersensitivity may occur in case of allergy to any of the components. Do not swallow. If swallowed, seek medical attention
immediately.
8. CLINICAL BENEFITS
Zhermack condensation silicones allow accurate recording of the patient’s oral tissue and/or prosthetic component dimensions and their spatial relationships.
GENERAL WARNINGS/PRECAUTIONS:
« The instructions for use of the product must be kept for the entire duration of use of the product itself.
« These devices should only be used by professional dental practitioners operating in dental surgeries (public or private health facilities with the necessary
legal authorisations).
« In order to reduce the risk of cross-contamination, always use new, uncontaminated gloves when handling the jars, tubes and accessories.
+ Do not use the material:
o ifthe lot and expiry data on the outer packaging are missing or have been deleted;
o ifthe primary packaging (jar, tube) is damaged.
- Safety Data Sheet available on request.
9. STEP-BY-STEP INSTRUCTIONS
9.1 PRELIMINARY OPERATIONS
1. Read the instructions for use.
2. Disinfect your hands and wear a new pair of disposable gloves. Wear a face mask, protective goggles and work clothes.
9.2 PREPARING THE DEVICE
PRECAUTIONS/WARNINGS ON DEVICE PREPARATION:
« Do not use after the expiry date indicated on the packaging.
« Observe indicated doses. Incorrect doses may influence the material’s dimensional stability and polymerisation times.
+ Assilicones leave indelible marks, avoid contact with clothing.
« Take care to close the tube of the catalyst (Indurent Gel) immediately after use to prevent the nozzle from becoming blocked. If, on use, the nozzle appears
blocked, do not squeeze the tube hard but dispose of the product as instructed in paragraph 12.
- Avoid direct contact between the catalyst and skin and eyes. In the event of accidental contact with the eyes, rinse thoroughly with water and seekimmediate
medical advice. In the event of accidental contact with the skin, wash thoroughly with soap and water.
« Only use Zetaplus, Zetaplus Soft, Oranwash L and Oranwash VL with Indurent Gel.



« Use the dosing spoon provided by Zhermack only.

« Check compatibility with accessories not supplied by Zhermack (e.g. syringe for elastomer).

Handle and dose outside the operating area and well away from splashes, sprays and aerosols of body fluids:
A.200/900 mi/10 kg JARS (Zetaplus) - 900 ml JAR (Zetaplus Soft) - 60 ml TUBE (Indurent Gel)

1. Remove any seals and lids.

2. Use the dosing spoon provided to measure out the base (Zetaplus/Zetaplus Soft). The dosing spoon should be filled flush with the surface (fig. 2.1).

3. Spread the measured amount on a mixing block or clean surface.

4. Press the edge of the dosing spoon against the material (fig. 2.2). Repeat the procedure for each spoonful measured (fig. 2A). Close the lid of the base.

5. Open the tube of the catalyst (Indurent Gel). The catalyst can be supplied separately from the bases of the materials it is combined with for mixing.

6. Spread two parallel strips of catalyst of the same length as the dosing spoon, taking care to reach the inner edges of the same (equal to 4 cm each) (fig.
2.3). Repeat the procedure for each spoonful measured (fig. 2A).

7. Close the cap on the tube of the catalyst immediately.

8. Mix the material with the fingertips, folding it back on itself repeatedly, until an even shade with no streaks is achieved (fig. 2.4). Observe the mixing
time indicated in the technical data table.

9. Proceed to use the device on the patient.

B. 40/140 ml TUBES (Oranwash L) - 140 ml TUBE (Oranwash VL) - 60 ml TUBE (Indurent Gel)

1. Remove the cap of the base (Oranwash L/Oranwash VL). Squeeze a strip of base onto a mixing block or a clean surface. Close the base tube immediately
after squeezing out the material.

2. Open the tube of the catalyst (Indurent Gel). The catalyst can be supplied separately from the bases of the materials it is combined with for mixing.

3. Dispense a strip of catalyst of the same length as that of the base on to the mixing block or a clean surface. The ratio between the lengths of base and
catalyst must be 1:1 (fig. 3.1). Repeat the procedure for each strip of base dispensed (fig. 3A).

4. Close the cap on the tube of the catalyst immediately.

5. Using a spatula for silicones, mix the base with the catalyst until an even shade with no streaks is achieved (fig. 3.2). Observe the mixing time indicated
in the technical data table.

6. Clean, disinfect and, if applicable, sterilize the spatula according to the instructions provided by its manufacturer.

7. Proceed to use the device on the patient

9.3 USING THE DEVICE ON THE PATIENT

PRECAUTIONS/WARNINGS REGARDING USE OF THE DEVICE ON PATIENTS:

- The product is intended for contact with intact mucosa.

« Use is not recommended on patients who are sensitive to condensation silicones. If irritation, redness or other signs of hypersensitivity occur, stop using the

product and take the steps necessary to ensure the patient’s safety.

« In order to avoid complications, it is advisable to block excessive undercuts before taking the impression.

- In case of use of a resin impression tray, take care, before its use, to remove the first non-polymerized layer with a wipe soaked in ethyl alcohol.

« Do not over-fill the impression tray.

« Do not swallow. If swallowed, seek medical attention immediately.

« Use the product at an ambient temperature of 23°C/73°F (higher temperatures reduce working time, lower temperatures extend working time).

9.4 IMPRESSION TAKING PROCEDURE

Two-step technique (double step impression):

1. Prepare the high-viscosity material to be used for the first impression (see paragraph 9.2 A).

2. Select an impression tray with retention rims.

3. Place asuitable quantity of high viscosity material on the impression tray (fig. 1.1).

4. Take the firstimpression by placing the loaded impression tray inside the patient’s mouth within the working time (see paragraph 11, technical data table) (fig. 1.2).

5. Remove the impression from the patient’s mouth when the setting time is reached (see paragraph 11, technical data table). Check the integrity of the
impression and that no material residues remain in the patient’s mouth.

6. Wash the firstimpression and dry it thoroughly.

7. Process the first impression.

8. Prepare the low-viscosity material to be used for the second impression (see paragraph 9.2 B).

9. Apply a suitable quantity of low-viscosity material where necessary (preparations, first impression, etc.) (fig. 1.3 and 1.4) and place the reloaded

impression tray back inside the patient’s mouth to take the second impression within the clinical working time (see paragraph 11, technical data table)
(fig. 1.5).

10.Remove the impression from the patient’s mouth when the setting time is reached (see paragraph 11, technical data table). Check the integrity of the
impression and that no material residues remain in the patient’s mouth.

11.Manually clean and disinfect the impression as instructed in paragraph 9.5.

9.5 MANUAL CLEANING AND DISINFECTION OF THE IMPRESSION

PRECAUTIONS/WARNINGS ON MANUAL CLEANING AND DISINFECTION OF THE IMPRESSION:

« Impressions must always be disinfected manually using a specific disinfectant for condensation silicones (polysiloxanes), either in concentrated form based

on quaternary ammonium salts and synergic co-formulants (immersion formula) or ready for use, based on alcohol and surface tension reducers (spray

formula). Follow the chosen disinfectant manufacturer’s instructions for contact time.




« Use of an unsuitable disinfectant or of the right disinfectant for too long may compromise the impression.
« Do not use brushes to remove dirt as this could damage the impression.
« Manual cleaning alone is not sufficient to condition an impression.
(leaning must always be followed by disinfection.
- The impression MUST NOT BE:
o sterilised in an autoclave, with chemical vapour, dry heat and cold chemical immersion sterilizers;
o cleaned/disinfected in instrument washing machines or thermal disinfection devices;
o cleaned in ultrasonic baths.
« No automatic methods of cleaning and disinfecting impressions have been validated.
« Impressions must always be cleaned and disinfected before being sent to the laboratory for processing.
« The properly cleaned and disinfected impression must be stored in a closed, dry, clean environment well away from splashes, sprays and aerosols of body
fluids and at an ambient temperature of around 23°C/ 73°F.
9.5.1 PREPARATION PRIOR TO CLEANING AND DISINFECTION
1. Wear disposable gloves, a face mask, goggles and work clothes.
2. To disinfect an impression by immersion (9.5.3 A), prepare in a basin a specific cleaner-disinfectant solution for impressions, approved according to local
regulations and based on quaternary ammonium compounds and synergic co-formulants (e.g. Zeta 7 Solution).
9.5.2 MANUAL CLEANING
1. Rinse the impression under running water for 30 seconds immediately after removal from the mouth (fig. 4.1). Do not wait more than 5 minutes after
removal from the mouth before cleaning the impression.
If necessary, increase rinsing time until no dirt remains visible.
2. Disinfect the impression in the preferred way, either by immersion (see paragraph 9.5.3 A) or spray (see paragraph 9.5.3 B).
9.5.3 MANUAL DISINFECTION OF IMPRESSIONS
A. IMMERSION (fig. 4.2 A)
Always follow the manufacturer’s instructions when using immersion type deaners-disinfectants.
1. After cleaning (9.5.2), immerse the impression in the cleaner-disinfectant solution (previously prepared as instructed in step 2 of paragraph 9.5.1
PREPARATION PRIOR TO CLEANING AND DISINFECTION).
2. Leave the impression immersed in the prepared solution for the time stated in the instructions for use of the cleaner-disinfectant.
3. Rinse and/or dry as instructed.
B. SPRAY (fig. 4.2 B)
Always follow the manufacturer’s instructions when using spray type cleaners-disinfectants.
1. After cleaning (9.5.2), place the impression in a transparent bag.
2. Insert the nozzle of the spray bottle of cleaner-disinfectant for impressions into the transparent bag. Make sure that the spray is approved according to
local requlations and based on ethanol, isopropyl alcohol and co-formulants (e.g. Zeta 7 Spray).
3. Hold the bag closed to prevent the aerosol from escaping.
4. Spray in the cleaner-disinfectant, taking care to cover the entire surface of the impression and impression tray and respecting the contact times stated in
the instructions for use of the cleaner-disinfectant.
5. Keep the bag closed and leave the product to act.
6. Remove the impression from the bag and dispose of the bag.
7. Rinse and/or dry as instructed.
10. INFORMATION ON THE CORRECT USE OF PACKAGING AND ACCESSORIES
Product packaging (see paragraph 3) and associated accessories can be re-used safely without special cleaning and disinfection processes provided the
following recommendations for preservation, dosing and storage are observed:
« Handle, dose from and store packaging and accessories outside the operating area, in clean facilities and well away from splashes, sprays and aerosols of
body fluids;
« Always wear new, uncontaminated gloves when handling packaging and accessories. If gloves become contaminated, change them immediately before
handling the product;
« Close packaging immediately after dosing.
Dispose of contaminated products and accessories as instructed in paragraph 12.

10. TECHNICAL DATA
Zetaplus Zetaplus Soft Oranwash L Oranwash VL
. . Type 3 Light-bodied Type 3 Light-bodied
1S0 4823 Type 0 Putty Consistency Type 0 Putty Consistency Consistency Consistency
Mixing time 30" 30" 30" 30"
.
Working time® 115" 115" 130" 130"
(including mixing time)
Time in mouth** 330" 330" 330" 330"




Setting time 445" 445" 500" 500"
Elastic recovery 97.5% 98.5% 98.5% 98.5%
Shore-A hardness 1 70 60 30 30
Mixing ratio 179:0.29¢ 179:0.29¢ 6.59:0.65¢ 6.59:0.65¢

*Times are intended from the start of mixing, at 23°C/73°F and 50% of relative humidity. Intensive mixing, higher temperatures and overdosing of Indurent
Gel reduce these times. Lower temperatures and underdosing increase these times.

**Time in mouth is intended at 35°C/95°F. Overdosing of Indurent Gel shortens this time, underdosing extends it.

12. STORAGE, STABILITY AND DISPOSAL

The devices should be used within a professional dental environment (legally-certified public or private health facilities). Use the product at an ambient
temperature of 23°C/73°F (higher temperatures reduce working time, lower temperatures extend working time). Do not use after the expiry date indicated on
the packaging. Store the product at a temperature between 5°C/41°F and 27°C/ 80°F. Do not store the product in direct sunlight. Store the catalyst (Indurent
Gel) in a dry place at a temperature between 5°C/ 41°F and 27°C/ 80°F. Do not store the product in direct sunlight. Keep impressions clean and disinfected in
a closed, dry place, well away from splashes, sprays and aerosols of body fluid, and at an ambient temperature around 23°C/ 73°F. After disinfection, impres-
sions should be used within a maximum of 72 hours.

The following indications for disposal are valid only if the product has been stored and used according to these instructions.

BASE: on the basis of the information provided in the product safety data sheet, the waste generated by disposal of the silicone (base) does not present any
physical risks to persons or the environment. The product may therefore be managed as non-hazardous waste, in accordance with the local legislation of
reference.

CATALYST: on the basis of the information provided in the product safety data sheet, the waste generated by disposal of the silicone (catalyst) present physical
risks to persons or the environment. It must therefore be managed as hazardous waste, in accordance with the local legislation of reference.

Always wear gloves when handling the device.

IMPRESSION: if the impression becomes contaminated, dispose of it as special biological waste. Uncontaminated impressions may be disposed of in confor-
mity to applicable local regulations.

Refer to paragraph 9.5 of these instructions for information on the management of contaminated components.

13. IMPRESSION CASTING

After completing disinfection, dry the impression before casting the gypsum. Cast the gypsum in an interval between 1and 72 hours after the impression is
removed from the mouth.

(ast the impression with type 3 gypsum (e.g. Zhermack's Elite Model) or type 4 gypsum (e.g. Zhermack's Elite Rock), following the manufacturer’sinstructions.
14. IMPORTANT REMARKS

Information provided in any way, even during demonstrations, does not invalidate the instructions for use. Operators are required to check that the product is
suitable for the application envisaged. The manufacturer cannot be held responsible for damage, including to third parties, deriving from failure to follow in-
structions or from unsuitability for an application. The manufacturer’ liability is, in any case, limited to the value of the products supplied. Report any serious
incident involving the medical device to the manufacturer and to the relevant authorities.

Wear disposable gloves.

Three-year shelf-life from the production date.
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QUY TRINH LAY DAU

Ky thuat hai thi (Iay dau hai budc):
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CHUAN B VAT LIEU: HUGNG DAN TUNG BUGC

H{ 200 mI/900 ml/10 kg chat nén (Zetaplus) - Hi 900 ml chat nén (Zetaplus Soft) - Tuyp 60 ml
chat xuc tac (Indurent Gel)

3.1 3.2 3A

4.1 4.2



VI - Zetaplus System
Hudng dan st dung

1. MUCDiCH SU SUNG
Bases: Vat liéu ldy dau nha khoa silicone C (chat nén).
Catalyst: Chat xiic téc cho vat liéu Idy dau nha khoa silicone C.
2. MO TA SAN PHAM
Zetaplus: Polysiloxane ngung tu c6 @6 nhét cao (chat nén), dugc khuyén cdo st dung trong ky thudt Iy dau hai thi két hop véi Oranwash L.
Zetaplus Soft: Polysiloxane ngung tu dd nhét cao (chat nén), dugc khuyén cao st trong ky thuat Idy dau hai thi két hop véi Oranwash VL.
Oranwash L: Polysiloxane ngung tu @ nhét thap (chat nén), dugc khuyén cdo st dung trong ky thuét Idy dau hai thi két hop vdi Zetaplus.
Oranwash VL: Polysiloxane ngung tu d6 nhét thap (chat nén), dugc khuyén cdo sir dung trong ky thuat Idy dau hai thi két hop véi Zetaplus Soft.
Indurent Gel: Chat xiic tac danh cho polysiloxane ngung tu. Chi st dung dé lam dong céc chat nén: Zetaplus, Zetaplus Soft, Oranwash L va Oranwash VL.
Indurent Gel c6 thé dugc cung cap riéng biét.
3. QUY CACH DONG GOI
H{i 200 ml chat nén (Zetaplus)
H{ 900 ml chét nén (Zetaplus, Zetaplus Soft)
Hi 10 kg chat nén (Zetaplus)
Tuyp 40 ml chdt nén (Oranwash L)
Tuyp 140 ml chat nén (Oranwash L, Oranwash VL)
Tuyp 60 ml chat xiic téc (Indurent Gel)
4. THANH PHAN
Zetaplus / Zetaplus Soft: Polysiloxane, chat don silica, chat don nhdm vo co, hydrocarbon, chat phu gia, chdt tao mau va huong bac ha.
Oranwash L / Oranwash VL: Polysiloxane, chat don silica, chat phu gia, chat hoat dong bé mat, chat tao mau va huong liéu (Oranwash L — huong cam,
Oranwash VL — huong bac ha).
Indurent Gel: Hop chat thiéc v co, alkoxysilane, hydrocarbon, polysiloxane, chat tao mau va huong bac ha.
5. CHi DINH SU DUNG
San pham dugc sir dung trong linh vic nha khoa béi céc chuyén gia nha khoa da dugc dao tao va du trinh d6 thuc hién I3y dau rang cho bénh nhén.
6. CHONG CHi DINH
Khdng st dung trén bénh nhan da biét cd man cdm véi bt ky thanh phan nao cia san pham. DE biét thém thong tin, vui long lién hé Zhermack.
7. TACDUNG PHU
(6 thé xay ra kich ting, d0 hodc dau hiéu qua man néu bénh nhan di (ing vdi bat ky thanh phan nao.
Khong dugc nudt. Néu 16 nudt phai, can lién hé ca s6 y té ngay lap tuc.
8. LO1 iCH LAM SANG
Zhermack silicone ngung tu gidip ghi nhan chinh xac kich thuéc mo miéng cia bénh nhén va/hoac céc phuc hinh ciing nhu méi quan hé khong gian gita ching.
CAC CANH BAO / LUU Y CHUNG:
« Huéng dan st dung cda san pham phai dugc luu giit trong sudt thi gian st dung san pham.
« Cac thiét bi nay chi dugc st dung béi cac bac si nha khoa chuyén méon thuc hanh trong phong kham nha khoa (co s y té cong hodc tu co day da gidy phép
hop phdp).
- Dé gidm nguy co nhiém chéo, ludn st dung gang tay mdi va sach khi thao téc vdi hi, tuyp va cac phu kién.
« Khdng st dung vat liéu trong cac trudng hop sau:
0 Thdng tin vé 5o 10 va han dung trén bao bi ngoai bi thi€u hodc bi xda;
0 Bao bi chinh (hd, tuyp) bi hu héng.
« Phiéu an toan hda chat (SDS) s& duigc cung cdp khi cd yéu cau.
9. HUGNG DAN TUNG BUGC
9.1. CAC BUGC CHUAN BI BAN DAU
1. Docky hudng dan st dung.
2. Khitkhudn tay va deo mt doi gang tay ding mot Ian méi. Deo khau trang, kinh bao hd va trang phuc lam viéc phu hop.
9.2. CHUAN BI THIET BI
CANH BAO/LUU Y KHI LAP RAP THIET BI:
« Khdng st dung sau ngay hét han ghi trén bao bi.
«Tuan tha dung liéu lugng chi dinh. Pha sai ty 1& cd thé anh hugng dén do on dinh kich thudc va thai gian dong két cla vat liéu.
« Silicone cd thé dé lai vét khong tay dugc, tranh tiép xtc véi quan do.
-Déng ndp tuyp chat xdc téc (Indurent Gel) ngay sau khi st dung dé tranh tac dau tuyp. Néu thay dau tuyp bi téc trong qua trinh duing, khong bép manh tuyp
ma x{ Iy san phdm theo huéng dan tai muc 12.
« Tranh tiép xtc truc ti€p chat xtic tac véi da va mat. Néu dinh vao mat: rlfa ky bang nudc va lién hé co'sé'y té ngay. Néu dinh vao da, riia sach bang xa phong
va nudc.
« Chi st dung Zetaplus, Zetaplus Soft, Oranwash L va Oranwash VL véi Indurent Gel.



« Chi stt dung muong dinh lugng do Zhermack cung cap.

- Kiém tra tinh tuong thich vdi cac phu kién khdng do Zhermack cung cap (vi du: ong tiém vat liéu dan hoi).

Thao tac chudn bi va dinh lugng phai thuc hién ngoai khu vuc diéu tri va tranh xa cac ngudn bén, phun, khi dung tir dich co thé.

A. H0 200/ 900 ml/ 10 kg (Zetaplus) — HU 900 ml (Zetaplus Soft) — TUYP 60 ml (Indurent Gel)

1. GG cac tem niém phong va m@ nap.

2. Diing mudng dinh lugng lay chét nén (Zetaplus / Zetaplus Soft). Mudng dong phai dugc ldy ddy sao cho bé mat vat liéu ngang bang véi mép mudng (hinh 2.1).
3.Trdi phan da Idy 1én miéng tron hodc bé mat sach.

4. Gat mép mudng vao vat liéu (Hinh 2.2). Lap lai cho tling mudng dugc dinh lugng (Hinh 2A). Dong ndp hii chat nén.

5. Mé& tuyp chat xiic téc Indurent Gel. Chat x(c tac c6 thé dugc cung cdp riéng vdi chdt nén.

6. Bom hai déi song song chat xtic tac 6 chiéu dai bang phan dau muong dinh lugng (tuong ting 4 cm moi dai) (Hinh 2.3). Lap lai theo s6 muong da Idy (Hinh 2A).
7.D6ng ngay nap tuyp chat xic tac.

8.Trdn vat liéu bang dau ngdn tay, gap miéng vét liéu nhiéu lan, cho dén khi dat mau dong nhat khong con vét soc (Hinh 2.4).Tuan th thai gian tron trong
bang dit liéu ky thuat.

9.Tién hanh st dung vat liéu trén bénh nhan.

B. TUYP 40/ 140 ml (Oranwash L) — TUYP 140 ml (Oranwash VL) — TUYP 60 ml (Indurent Gel)

1. M& ndp tuyp chat nén (Oranwash L / Oranwash VL). Bop mdt dai vat liéu lén ban tron hodc bé mat sach. Dong ndp tuyp chat nén ngay sau khi ldy vét liéu.
2. Mé& tuyp chét xtic tac Indurent Gel (c6 thé dugc cung cdp riéng).

3. Bop mot dai chat xtc tac cd chiéu dai bang vdi dai chat nén. Ty Ié 1:1 chiéu dai (Hinh 3.1). Lap lai theo mdi déi chat nén lay ra (Hinh 3A).

4.Ddng ndp tuyp chat xtc tac ngay.

5. Dung bay tron silicone tron déu dén khi dat mau dong nhat, khdng con vét (Hinh 3.2). Tuan thi thai gian tron theo bang dif liéu ky thuat.

6. Lam sach, khirkhuan va (néu 6 yéu cau) tiét khudn bay tron theo hudng dan cta nha sén xuat dung cu.

7.Tién hanh st dung vét liéu trén bénh nhan.

9.3. S0 DUNG THIET BI TREN BENH NHAN

CANH BAO/LUU Y KHI SU DUNG THIET BI TREN BENH NHAN:

« San phdm duoc thiét ké dé tiép xuc véi niém mac nguyén ven.

- Khdng khuyén céo st dung cho bénh nhan nhay cdm véi silicone ngung tu (condensation silicone). Néu xuat hién kich ting, d6 hodc céc biéu hién qua man
khac, hay ngiing str dung ngay va thuc hién cac bién phap can thiét dé dam bao an toan cho bénh nhan.

- D& tranh bién chiing, nén chan cdc dudng hoan tat qua I6n trudc khi ldy déu.

« Khi str dung khay lay dau bang nhua resin, trudc khi duing phai loai bd IGp bé mat chua duac tring hop bang khan lau tham con ethylic.

« Khdng cho vat liéu qua ddy vao khay lay dau.

« Khdng dugc nudt. Néu vo tinh nudt phai, can dén co sé'y té ngay lap tic.

« St dung san pham & nhiét d6 moi trudng 23°C/ 73°F (nhiét d6 cao lam gidm thai gian thao tac, nhiét do thap lam tang thai gian thao tac).

9.4. QUY TRINH LAY DAU

Ky thuat hai thi (Iay ddu hai budc)

1. Chuan bi vt liéu d6 nhét cao cho lan ldy dau dau (xem muc 9.2 A).

2. Chon khay lay dau cd g6 luu gi.

3. Dit lugng vat liéu d6 nhét cao phu hop Ién khay 1ay dau (hinh 1.1).

4. Ldy dau lan dau bang cach dat khay ldy ddu da c6 vat liéu vao miéng bénh nhan theo thai gian lam viéc san pham (xem muc 11 — bang thong s6 kj thuat)
(hinh 1.2).

5. Ldy khay ra khéi miéng bénh nhan khi da hét thai gian dong két (xem muc 11 — bang thong soky thuat). Kiém tra tinh toan ven ctia ddu va dam bao khong
vat liéu s6t lai trong miéng bénh nhan.

6. Ria sach ddu lan dau va lam khé hoan toan .

7. Xuly ddu da Idy lan dau.

8. Chudn bi vat liéu dd nhét thap dé thuc hién ddu 1an hai (xem muc 9.2 B).

9. Bom lugng vt liéu d6 nhét thap phu hop vao cac vi tri can thiét (viing sira soan, viing ddu lan dau, . ...) (hinh 1.3 va 1.4), sau d6 dat lai khay da c6 vt liéu

vao miéng bénh nhan dé 1y dau 1an hai trong thoi gian thao tac [am sang cho phép (xem muc 11 — bang thdng s ky thudt) (hinh 1.5).

10.L4y khay ra khdi miéng bénh nhén khi da hét thai gian dong két (xem muc 11— bang thdng s ky thuat). Kiém tra tinh toan ven ctia ddu va dam bao khdng
€0n s6t vat liéu trong miéng bénh nhan.

11.Lam sach thd cong va khi khuan ddu theo huéng dan tai muc 9.5.

9.5. VE SINH THO CONG VA KHU KHUAN DAU DA LAY

CANH BAO /LUU Y KHI VE SINH THU CONG VA KHU KHUAN DAU DA LAY:

- Ddu da Iy ludn phai duoc khirkhudn thi cong bang dung dich khirkhudn chuyén dung danh cho silicone ngung tu (polysiloxane), hodc 6 dang dam déc chiia

mudi amoni bac bon va cac chat dong vén (phueng phap ngam), hodc & dang diing ngay chiia con va cac chat lam giam stic cang bé mat (phuong phap xit).

(an tuan thu dung thi gian tiép xc theo hudng dan cta nha san xuat dung dich khi khudn dugc chon.

«Vliéc str dung dung dich khir khuan khdng phi hap hodc sir dung ding loai nhung qué thoi gian quy dinh c6 thé [am anh hudng dén chat lugng ddu da dy.

- Khong dung ban chai dé loai bo chét ban, vi ¢d thé lam hu hai bé mét dau da I4y.

« Chilam sach thd cong la khong da dé x Iy dau da lay

Viéc khit khudn ludn phai dugc thuc hién sau budc lam sach.




- Dau da 1dy KHONG DUQC:
o tiét khudn trong ndi hap, bang hai héa chat, béang nhiét khd, hoac ngam trong cac hé thdng tiét khuan hoa chat lanh;
0 lam sach/kh khuan trong mdy rira dung cu hodc thiét bi khit khuan nhiét;
0 lam sach trong bé siéu am.
« Chua ¢6 phuong phap tu dong nao cho viéc lam sach va kht khudn dau da ldy duoc xac nhan hiéu qua.
- Du da Idy luon phai dugc lam sach va khit khuan trudc khi gdi dén phong labo dé x( y.
- Ddu da Idy da lam sach va khir khuan ding quy trinh phai dugc bao quén trong mdi truong kho, sach, kin, trdnh xa céc tia ban, phun va khi dung tir dich co
thé, & nhiét do phong khodng 23°C/ 73°F.
9.5.1. CHUAN BI TRUGC CAC BUGC LAM SACH VA KHU' KHUAN
1. Mang gang tay dung mot lan, khau trang, kinh bao hg va trang phuc lam viéc.
2. DGi véi viec khir khuan ddu da ldy bang phuong phép ngdm (9.5.3 A), chuan bi san trong khay rita mét dung dich lam sach — kht khudn chuyén dung cho
dau da Iay, dugc phé duyét theo quy dinh dia phuong va cé thanh phan chinh la hgp chat amoni bac bon cling cac chat dong van (vi du: Zeta 7 Solution).
9.5.2. LAM SACH THU CONG
1. 1. Rla ddu da Idy dudi voi nudc chay trong 30 gidy ngay sau khi Idy ra khéi miéng (hinh 4.1). Khong dugc d€ qua 5 pht sau khi 1dy ra khéi miéng bénh
nhan. Néu can, kéo dai thai gian ria cho dén khi khong con can ban nhin thdy dugc.
2. Tién hanh khirkhuan bang phuong phap ngam (xem muc 9.5.3 A) hoac bang phuong phap xit (xem muc 9.5.3 B).
9.5.3. KHU' KHUAN THU CONG DAU DA LAY
A.NGAM (hinh 4.2 A)
Ludn tudn thi huéng dan cia nha san xuat khi sir dung dung dich lam sach - khit khuan dang ngam.
1. Sau khi lam sach (9.5.2), nhiing hoan toan dau da Idy vao dung dich lam sach — kht khuan (da dugc chudn bi theo budc 2, muc9.5.1 - CHUAN BI TRUGC
KHI LAM SACH VA KHU' KHUAN).
2. Ngam ddu da ldy trong dung dich ding thai gian dugc quy dinh trong huéng dan st dung clia dung dich lam sach — khit khudn.
3. Riia lai dudi nudc va/hodc lam kho theo huéng dan cla nha san xuat.
B. XIT (hinh 4.2 B)
Luén tuan thi huéng dan cia nha san xuat khi sit dung dung dich lam sach - khii khuan dang xit.
1. Sau khi lam sach (9.5.2), dat dau vao ti trong sudt.
2. Dua voi xit cla chai dung dich 1am sach — khi khuan danh cho ddu vao trong tdi. Dam bao dung dich xit dugc phé duyét theo quy dinh dia phuong va co
thanh phan ethanol, isopropyl alcohol va chat dong vén (vi du: Zeta 7 Spray).
3. Giirkin miéng tdi dé tranh khi dung phat tén ra ngoai.
4. Xit dung dich khitkhuan, dam bao pht déu toan b bé mat dau va khay Idy ddu, va tudn tha ding thi gian tiép xtc theo huéng dan st dung ca dung dich.
5. Gilf miéng tdi kin va dé dung dich tac dong trong thi gian quy dinh.
6. Ldy dau ra khai tdi va loai bd tdi theo dung quy trinh x Iy rac y té.
7. Ria lai dudi nudc va/hodc lam khd theo hudng dan ctia nha san xuat.
10. THONG TIN VE VIEC sU DUNG DUNG CACH BAO BI VA PHU KIEN
Bao bi san phdm (xem muc 3) va cac phu kién di kém c6 thé tai st dung an toan ma khong can quy trinh lam sach hay khi khuan dac biét, vdi diéu kién phai
tuan tha cac khuyén cao vé béo quan, dinh lugng va luu trit sau déy:
« Xt Iy, dinh lugng va bao quan bao bi va phu kién bén ngoai khu vuc diéu tri, tai noi sach sé, kho rdo va tranh xa céc tia ban, phun va khi dung tir dich co thé;
- Ludn mang gang tay mdi, chua bi nhiém ban khi thao tac vdi bao bi va phu kién. Néu gang tay bi nhiém ban, phai thay ngay trudc khi tiép tuc x&r Iy san phdm;
- Ddng bao bi ngay lap tiic sau khi ldy san phdm ra dé dinh lugng.
Loai bé cac san pham va phu kién bi nhiém ban theo hudng dan trong muc12.

11. THONG SO K¥ THUAT
Zetaplus Zetaplus Soft Oranwash L Oranwash VL
1S0 4823 Type 0 Putty Consistency Type 0 Putty Consistency Typecir:;?sf::nbc(;dwd Typeczrﬂit::nbsdled
Thai gian trén 30" 30" 30" 30"
Thei gian trong 330" 330" 330" 330"
Thei gian dong ciing 445" 445" 500" 5'00”
D6 phuc héi dan héi 97.5% 98.5% 98.5% 98.5%
Do ciing Shore-A sau 70 60 30 30
Ty 1é tron Chatnén: 179:0.29¢ 17:0.29¢ 6.59:0.65¢ 6.59:0.65¢

*Thi gian duoc tinh tir ltc bat dau tron, trong diéu kién nhiét do 23°C/ 73°F va do am tuong doi 50%. Viéc tron manh, nhiét do cao hodc dung qua liéu

Indurent Gel sé lam giam cac khoang thi gian nay. Ngugc lai, nhiét do thap hodc dung thiéu Indurent Gel sé lam tang cac khoang thdi gian nay.
**Thi gian trong miéng dugc tinh 6 35°C/ 95°F. Dung qué liéu Indurent Gel sé rit ngan thgi gian nay, trong khi dung thiéu sé kéo dai thai gian.




12. BA0 QUAN, DO GN DINH VA XU LY

Thiét bi phai dugc st dung trong moi truong nha khoa chuyén nghiép (co s6 y té cong hodc tu nhan dugc cap phép hop phap). St dung san pham 6 nhiét do
phong 23°C/ 73°F (nhiét do cao lam gidm thai gian thao tac, nhiét do thap kéo dai thoi gian thao téc). Khong st dung san phdm sau ngay hét han ghi trén
bao bi. Bdo quan san phdm & nhiét do tir 5°C/ 41°F dén 27°C/ 80°F. Khdng bao quan san pham dudi dnh ndng truc tiép.Bado quan chat xdc tac (Indurent Gel) &
nai kho réo, nhiét do 5°C/ 41°F dén 27°C/ 80°F, tranh dnh séng tryc tiép. Dau da dugc lam sach va khit khuan phai dugc bao quan 6 nai kin, kho, sach, tranh xa
cac tia ban, phun va khi dung tir dich co thé, & nhiét do phong khoang 23°C/ 73°F. Sau khi khi khuan, vat Idy dau phai dugc st dung trong vong téi da 72 gid.
Cac hudng dan xt Iy dudi day chi ap dung khi san pham da dugc bédo quan va st dung diing theo hudng dan nay:

CHAT NEN (BASE): Theo théng tin trong bang dif liéu an toan héa chét (SDS), chat thai tir silicone (chét nén) khong gay nguy hiém cho nqudi va méi trugng.
Do d6 ¢6 thé xt Iy nhu chat thai khong nguy hai, theo quy dinh dia phuong.

CHAT XUC TAC (CATALYST): Theo béng SDS, chét thai tir silicone (chéit xiic tac) c6 nquy co d6i véi nquai va méi truong. Do d6 phai xt Iy nhu chét thai nquy hai
theo diing quy dinh dia phuang.

Ludn mang gang tay khi xt Iy thiét bi.

DAU DA LAY (IMPRESSION): Néu déu bi nhiém ban, xi Iy nhu rac thi sinh hoc dic biét. Néu khang nhiém ban, c thé xr Iy theo quy dinh dia phuong p dung.
Tham khdo muc 9.5 clia hudng dan nay dé biét thong tin vé quan Iy cac bd phan bi nhiém bén.

13.90 KHUON MAU TU DAU DA LAY

Sau khi hoan tat khir khuan, lam khd ddu trudc khi d6 thach cao. D6 thach cao trong khodng tir 1 dén 72 gid sau khi ddu dugc Idy ra khéi miéng.

D6 mau bang thach cao loai 3 (vi du: Elite Model ctia Zhermack) hodc thach cao loai 4 (vi du: Elite Rock cia Zhermack), theo dting hudng dan ctia nha san xuat.
14. CACLUU Y QUAN TRONG

Moi thdng tin dugc cung cap dudi bat ky hinh thiic nao, ké ca trong qud trinh trinh dién, déu khong thay thé cho hudng dan st dung. Ngudi thao tac phai kiém
tra xem san pham cd pht hop véi muc dich st dung hay khong. Nha san xudt khong chiu trach nhiém d6i véi moi thiét hai, bao gom thiét hai cho bén thi ba,
phat sinh tir viéc khong tudn th hudng dan hodc do san pham khong phii hap véi muc dich st dung. Trach nhiém cta nha sén xudt trong moi trugng hap chi
gidi han § gid tri cia san pham da cung cap. Moi su 6 nghiém trong lién quan dén trang thiét bi y té phai dugc béo cdo cho nha sdn xudt va co quan quan ly
6 tham quyén.

Deo gang tay ding mot lan.

Thai han st dung: 3 nam ké tif ngay san xuat.





